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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )|EI Responsive to communication(s) filed on 19 February 2004 . 
2a)[3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-41 and 71-111 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-41 and 71-111 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d)or (f). 
aM All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) n Notice of DraftspersorVs Patent Drawing Review (PTO-948) 
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DETAILED ACTION 


Papers Received 

Receipt is acknowledged of the applicant's amendment, response, and petition for 
extension of time, all received on 19 February 2004. 

Claim Objections 

The objection to Claim 38 is hereby withdrawn. 

Claim Rejections - 35 USC § 112 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The rejection to Claims 31-37 and 39-41 under 35 U.S.C. 1 12, second paragraph, as 
being indefinite is hereby withdrawn. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

The rejection of Claims 1-41 under 35 U.S.C. 103(a) as being unpatentable over Hatano 
et al. in view of Lehmann et al. is maintained. 
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Claims 71-111 are rejected under 35 U.S.C. 103(a) as being unpatentable over Hatano et 
al in view of Lehmann et al 

The Hatano et al patent teaches coated capsule compositions comprising a hard outer 
shell (See Abstract). Suitable materials for the outer shell include methacrylate co-polymers and 
acrylic co-polymers (See Column 5, Line 42 to Column 6, Line 23). Each of the components of 
the capsule, including the hard outer shell, may include various excipients, including binders, 
disintegrants, lubricants, aggregation-preventing agents, plasticizer, and a surfactant. Excipients 
include lactose and starch. Binders include ethylcellulose, HPMC, and polyethylene glycol 
Disintegrants include polyvinylpyrrolidone. Lubricants and aggregation-preventing agents 
include talc, magnesium stearate, and colloidal silicon dioxide. Plasticizers include diethyl 
phthalate, dibutyl phthalate, and polyethylene glycol. Surfactants include polyoxyethylene 
sorbitan monooleate, polyoxyethylene hydrogenated castor oil, and sodium dodecyl sulfate (See 
Column 11, Line 52 to Column 12, Line 65). Such additives may be added in any amount within 
the scope of the knowledge of one of ordinary skill in the art (See Column 13, Lines 3-5). 

The Hatano et al. patent does not disclose a molding process for making the disclosed 
hard outer capsule shells. 

The Lehmann et al patent discloses processes for producing acrylic and/or methacrylic 
articles, such as capsules, by molding (See Column 2, Line 53 to Column 3, Line 32). The 
articles may have various excipients blended into the melt, such as plasticizers, fillers, and mold- 
release agents, such as glycerol monostearate (See Column 3, Line 62 to Column 4, Line 2). 

One of ordinary skill in the art would be motivated to combine the disclosures of Hatano 
et al and Lehmann et al, in order to produce, with a reasonable expectation of success, a molded 
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capsule shell possessing certain desired characteristics, as imparted by the excipients disclosed in 
both Hatano et al and Lehmann et al. Although certain excipients are not explicitly disclosed by 
the prior art, it is the position of the examiner that the particular selection of a specific 
component out of a broader class of excipients is not patentable without a showing by the 
applicant of its criticality. Although specific weight percentages of each component are not 
explicitly disclosed by the prior art, the examiner does not find the applicant's claims patentable 
absent a showing by the applicant of its criticality. Where the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges by 
routine experimentation. In reAller, 220 F.2d 454 105 USPQ 233, 235 (CCPA 1955). Thus, the 
instantly claimed invention is prima facie obvious. 


Response to Arguments 
Applicant's arguments filed 19 February 2004 have been fully considered but they are not 
persuasive. 

In response to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). 

It is the position of the examiner that as the prior art broadly discloses the same 
compositions as those recited in the instant claims, it should follow that the compositions of the 
prior art would have the same properties as the instantly claimed compositions, namely that they 
are suitable for injection molding. The applicant's arguments are directed towards a future 
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intended use of the instantly claimed compositions, and in the view of the examiner, patentability 
cannot be granted on such grounds. Hence, all claims are rejected. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Simon J. Oh whose telephone number is (571) 272-0599. The 
examiner can normally be reached on M-F 8:30 am to 5:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 


Simon J. Oh 
Examiner 
Art Unit 1615 
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